
Process Analytical Technologies Subcommittee of the Advisory Committee far 

Pharmaceutical Science; Notice of Meeting 

AGENCY: Food and Drug Ad~nistrati~n, HIIS. 

s notice au~~~~~~~~~~~~~*~ug meeting of a pubfic advisory committee of the Food L I ‘-->9 ~ 
and Drug Ad~n~s~a~i~n (FDA). The meeting will be open to the public. 

abbe qf Commi&e: P&cess Analytical Technologies Subco~ttee of the Advisory 

~~~ttee for Pharmaceutical Science. 

Generat F;in.nction of Gre Committee: To provide advice and rec~~eudati~ns to the agency 

A’s regufatory issues. 

Date and Time: The meeting will be held on February 25,2002, from 8:30 am. to 5:30 

p-m., and February 26,2002, from 8 a.m. to 5 p.m.: 

.&xabl’on: Holiday Inn, The Ballrooms, Two Montgomery Village Ave., ~a~thersburg, MD. 

Contact Person: Nancy ~h~ber~in9 Center for Drug Evaluation and Research (HFD-21), 

Food and Drug Ad~nis~ati~n9 5600 Fishers Lane (for express delivery, 5630 Fishers Lane, rm. 

1093) Rockville, MD 20857, 301~827~7001, or e-maiI: CHAM~~~~~~cder.fda.g~v9 or IFIIA 

Advisory ~o~ttee Lnfurmation Line, l-800--741-8138 (301-443-0572 in the Washingt~n9 DC 

. Please call the information Line for up-to-date information on this meeting. 

A~~~~~: On February 25,2002, the subcommittee will: (I) Identify and define te~hn~~~gy 

and regulatory un~e~aint~es~urd~~s9 possible solutions, and strategies for the successfu 

imp~em~utatiun of process analytical technologies (PATS) in pharmaceu ieal &y&pment and 

manufac~~ug~ (2) discuss general principles for regulatory appfication of PATS inchrding princi 



2 

of method vali ecifications, use and validation of ehemometrie tools, an 

p~~~~~ release concept; and (3) discuss the need for a general FDA guidance to facilitate the 

~rnpl~rne~tatiQ~ of PATS. 

n Febru 26, 2002, the subcommittee will discuss strategies to explore issues in the 

four focus areas: (1) Product and process development, (2) process and analytical 

validation, (3) c emometries, an (4) process analytical technologies applications and benefits. 

~~~~~~~~~~ Interested persons may present data, ~nfQ~at~~n9 or views, orally or in writing, 

on issues pending before the subc~~ttee. Written sub~ss~~ns may be made to the contact person 

ary ‘15 9 2002. Oral presentalions from e public will be scheduled between ~ppr~x~rna~e~y 
.m ‘, 1 

1 pm. and 2 p. on February 25,2002, and between approximately I:30 p-m* and 2 p.m. on 

February 2Fj9 2002. Time allotted for each presentation may be limite . TXlose desiring to m&e 

oral presentations should notify the contact 

a brief statement of the general nature of the evidence or arguments they wish tu present, the 

names and addresses of proposed participants, and an indication of the approximate time requested 

to make their presentation. 

ersons attending FIDA’s advisory committee meetings are advised 

respunsibfe for providing access to electrical outlets. 

A welcomes the attendance of lie at its advisory comm.&ee meetings and will m&e 

every effort to acc~~~date persons with physical d~sab~~it~es or special needs. If you require 

special a~~Q~~dati~ns ue to a disability, please contact Nancy ~hamberlin at feast 7 days in 

advance of the meeting. 

Notice of this meeting is given under the Federal Advisory ~~~ttee Act (5 LXX. app. 
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